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DETAILED ACTION 

In the Preliminary Amendment dated 07/28/2006, clams 1-49 have been 
cancelled and new claims 50-57 have been added. Thus, claims 50-57 are pending. 

Specification 

1 . The disclosure is objected to because of the following informalities: It is the 
Examiner's position that Applicant has invoked sixth paragraph, means-plus-function 
language to define Applicant's invention. Therefore the Examiner requires the Applicant 
to amend the Specification pursuant to 37 CFR 1 .75(d) and MPEP 608.01 (o) to 
explicitiv state, with reference to the terms and phrases of the claim element, what 
structure, materials, and acts perform the function recited in the claim element. Please 
note that the MPEP clearly states, "Even if the disclosure implicitly sets forth the 
structure, materials, or acts corresponding to the means-(or step-) plus-function claim 
element in compliance with 35 U.S.C. 112, first and second paragraphs, the PTO may 
still require the applicant to amend the Specification pursuant to 37 CFR 1 .75(d) and 
MPEP 608.01(0). Also see MPEP 2181 (Rev. 1, Feb. 2000). 

Appropriate correction is required. 

2. The lengthy specification has not been checked to the extent necessary to 
determine the presence of all possible minor errors. Applicant's cooperation is 
requested in correcting any errors of which applicant may become aware in the 
specification. 
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Claim Objections 

3. Claim 50 is objected to because of tine following informalities: It is the Examiner's 
position that Applicant has invoked sixth paragraph, means-plus-function language to 
define Applicant's invention. Therefore the Examiner has objected to the claims for 
reasons set forth above in the objection to the specification. 

Appropriate correction is required. 

For the purposes of examination, the limitation "means for attaching said housing 
to the skin of a user of said device" in the claim is interpreted to be, for example, but not 
limited to, an adhesive means. 

4. Claim 54 is objected to because of the following informalities: the abbreviation 
"POM," being somewhat vague, should be replaced by an indication of what it is 
intended to cover. For the purposes of examination, "POM" will be interpreted to mean 
polyoxymethylene. Appropriate correction is required. 



Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the Invention was described In (1 ) an application for patent, published under section 1 22(b), by 
another filed In the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty In the English language. 
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6. Claims 50 and 51 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Flaherty (U.S. Pat. 6,656,159 B2). 

Regarding claims 50 and 51, Flaherty discloses a disposable, wearable medicine 
dispensing device (see Fig. 1) comprising: a housing (20); means for attaching the 
housing to the skin such as an adhesive (col. 9, lines 36-38); a medicine container (32) 
disposed in the housing; a flexible piston rod (202, 606) shown in Fig. 4 to have an 
outer thread pattern; a ratchet wheel (502) having an inner thread pattern on a central 
aperture to mate with the outer thread pattern of the piston rod; a pivotable body (504); 
spring device (510) to bias the pivotable body; and actuation system comprising a 
thread member (508) and a battery powered actuator (80) to apply a tension force to the 
thread. A pawl member (216, 256) is additionally disposed on the pivotable body. 



Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 



Application/Control Number: 1 0/587,91 1 Page 5 

Art Unit: 3763 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

9. Claims 52 and 53 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Flaherty (U.S. Pat. 6,656,159 B2) in view of Hansen et al (U.S. Pub. 
2002/0007154 A1, hereinafter "Hansen"). 

Regarding claims 52 and 53, Flaherty discloses the invention substantially as 
claimed except for the piston rod comprising rod segments hinged together where the 
outer thread pattern is on the rod segments and the segments are connected by hinges. 
Hansen discloses an injection device comprising a piston rod (1) which is actuated by a 
ratchet (3) and has threads on a portion of its segments (see Fig. 4), and where hinges 
formed of bendable material cause the segments to bend with respect to one another 
(see Fig. 4). It would have been obvious for one of ordinary skill in the art at the time of 
the invention to substitute the uniform rod of Flaherty with the segmented and flexible 
rod of Hansen so as to make a device performing the same function but being 
substantially smaller on the body, and having a piston that can bend so as to decrease 
the amount of space needed to operate it would be sufficient to accomplish this task. 

10. Claim 54 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Flaherty (U.S. Pat. 6,656,159 B2) in view of Fogarty (U.S. Pat. 4,315,512). 

Regarding claim 54, the combination of Flaherty and Hansen renders 
substantially unpatentable the invention as claimed except for the bendable material of 
the piston being nylon. Fogarty discloses a piston in a medical device where the piston 
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is made from nylon (col. 4, line 1 ). It would have been obvious for one of ordinary sl<ill 
in the art at the time of the invention to use nylon as taught by Fogarty in the piston of 
Flaherty, since it is known and disclosed by Fogarty that nylon is a strong and flexible 
material, and its use would represent prompting the use of a known material on the 
basis of its suitability for a device's intended use. 

11. Claim 55 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Flaherty (U.S. Pat. 6,656,159 B2) in view of Hansen et al (U.S. Pub. 2002/0007154 
A1, hereinafter "Hansen"), further in view of Brown (U.S. Pat. 2,695,023). 

Regarding claim 55, the combination of Flaherty and Hansen renders 
substantially unpatentable the invention as claimed except for the outer thread pattern 
being a discontinuous thread pattern. Brown discloses a hypodermic syringe having 
detents (44, 45, 46, 47, 48) on an outer surface of the rod where the detents are 
situated in discontinuous groups. Since Brown discloses that the groups are for 
selectively adjusting the amount of material to be pushed by the piston rod from the 
syringe, it would have been obvious for one of ordinary skill in the art at the time of the 
invention to consider using a discontinuous thread pattern taught by Brown in the 
invention of Flaherty in view of Hansen so as to make a piston rod capable of being 
coupled to an actuator so as to provide a selective or incremental amount of material to 
be infused to the body. 
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12. Claims 56 and 57 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Flaherty (U.S. Pat. 6,656,159 B2) in view of Albisser et a! (U.S. Pat. 6,752,789 
B2, hereinafter "Albisser"). 

Regarding claims 56 and 57, it is noted that Flaherty discloses the invention 
substantially as claimed except for the battery powered actuator being a solenoid. 
Albisser discloses a syringe plunger mechanism being powered by an actuator where 
the actuator is a solenoid (col. 3, lines 29-33). It would have been obvious for one of 
ordinary skill in the art at the time of the invention to implement a solenoid as a battery 
powered actuator as taught by Albisser in the device of Flaherty, since solenoids are 
well-known in the art of battery-powered syringe mechanisms to allow for controlled or 
selective infusion of drugs. 



Conclusion 

13. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Applicant is directed to the Notice of References Cited. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SCOTT MEDWAY whose telephone number is (571) 
270-3656. The examiner can normally be reached on Monday through Friday, 7:30 AM 
to 5:00 PM. If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Nicholas Lucchesi can be reached on (571 ) 272-4977. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Scott J. Medway/ 
Examiner, AU 3763 
02/13/2009 

/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 



